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DETAILED ACTION 

Claims 21-25, 27-30 and 43 are pending in the application. 

This Office Action is in response to the Amendment filed on 10/21/05. 

Response to Amendment 
The rejection of claims 21-25, 27-30 and 43 under 35 U.S.C. 112 1 st paragraph has been 
withdrawn. 

The rejection of claim 25 under 35 U.S.C. 1 12 2 nd paragraph has been withdrawn in light 
of Applicant's amendment of the claim. 

The rejection of claims 21-25, 27-30 and 43 under 35 U.S.C. 103 (a) is maintained for 
reasons set forth of the record mailed on 4/20/05 and further discussed below. 

Response to Arguments 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Claims 21-25, 27-30 and 43 rejected under 35 U.S.C. 103(a) as being unpatentable over 
Cheng et al. (5,981,714), in view of Radford et al. (5,955,270), Scharwz et al. (5,719,269), 
Wagner et al. (6,329,209), Meade et al. (5,750172), and Nuijens et al. (1997, JBC, Vol.272, 
No.l3,pp.8802-8807). 

In response to this rejection, Applicants argue that the prior art fails to meet the criteria to 
establish prima facie obviousness of the claimed invention because they fail to provide 
motivation and expectation of success to make the claimed invention. Applicants assert that 
Cheng et al. does not provide for altering the sequence of transgenically produced molecule, does 
not discuss fusion proteins, does not discuss multivalent binding moieties, and does not discuss 
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any modifications to the structure or amino acid sequence of an antibody or other polypeptide, 
thus fails to render obvious the invention and make itself available for combination as anything 
resembling analogous art. Moreover, Applicants argue that Cheng et al. fails to provide or teach 
a) a milk or similar bodily derived substance; b) purification of a transgenically derived molecule 
using a second transgenically derived molecule; or c) modifying a polypeptide sequence to make 
purification easier through the use of known binding domains. Applicants point out that the 
above deficiencies are not remedied by the piecemeal application of the other citations. 
Applicants further assert that there is no reason to combine the references because they are not 
analogous art, wherein one is purification/chromatography/solution procession, and the other is 
transgenic molecular biology/genetic engineering. Furthermore, Applicants attacks the Schwartz 
reference for lack of teaching of manipulation of transgenic mammals or the direct alteration of 
target polypeptides for later biologic production and final production in milk or biologically 
derived liquid feed stream. Applicants assert that Schwartz is a non-analogous art thus 
unavailable for combination. Applicants present similar argument with regard to Radford et al 
Applicants assert that Radford et al. does not disclose a multivalent polypeptide, transgenic 
mammalian production, or elution of these molecules from a biologically derived feed stream. 
Applicants further assert Wagner, Meade, and Nuijens also fail to provide remedies to the above 
deficiency. Applicants thus conclude that the instant invention, drawn to a novel structural 
method, transgenic production and a different method of polypeptide purification, is not obvious 
in view of the prior art since the skilled in the art have not adopted the present invention. 

The above arguments have been fully considered but deemed unpersuasive. The reasons 
for the obviousness of the instantly claimed inventions were set forth in detail in the previous 
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office action. Applicants are reminded the claims 21-24 are drawn to a method of obtaining a 
target polypeptide having a bindable epitope from a product by binding the target polypeptide 
with a multivalent bindable polypeptide comprising one moiety that binds to the target 
polypeptide and another moiety that binds to a matrix. The claimed method does not recite any 
of the following limitation: a) a milk or similar bodily derived substance; b) purification of a 
transgenically derived molecule using a second transgenically derived molecule; c) modifying a 
polypeptide sequence to make purification easier through the use of known binding domains; or 
d) fusion protein. As such, in response to applicant's argument that the references fail to show 
the above mentioned features of applicant's invention, it is noted that the features upon which 
applicant relies are not recited in the rejected claim(s). Although the claims are interpreted in 
light of the specification, limitations from the specification are not read into the claims. See In 
re Van Geuns, 988 F.2d 1 181, 26 USPQ2d 1057 (Fed. Cir. 1993). Further, as discussed in the 
previous office action, during recited purification process, whether the multivalent protein is 
produced transgenically or by other means does not impart a structural or functional difference 
for said protein, as long as it binds the target polypeptide and a matrix. Contrary to Applicant's 
assertion, the antibody that binds the matrix is structurally and functionally same as the 
multivalent protein because it has a moiety that binds the matrix and another moiety binds the 
antigen. Therefore, there is no deficiency for the Cheng reference in teaching the limitation of 
the claims. Although claims 25, 27-30 and 43 mentions milk as the reaction mixture, the process 
of which the protein is purified does not differ from the process of purifying the polypeptide 
from other reaction mixture, such as taught by Cheng et al. Meade et al. teach the a number of 

/ 

proteins produced in the milk of transgenic animal, and demonstrates reasonable expectation of 
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success to produce the multivalent protein as claimed. It is unreasonable to separate the art of 
protein purification from the art of producing exogenous protein in the milk of transgenic 
animals as non-analogous since such art is closely related because the exogenous protein 
produced in the milk of the transgenic animal would need to be purified from milk before further 
use. The purification method known in the art, as demonstrated by Cheng et al, Schwartz et al., 
Wagner, Radford, and Nuijens can be employed for such purification. Absent evidence from the 
contrary, one of ordinary skill in the art would have reasonable expectation of success to make 
the invention as claimed. Since Cheng et al. do not have the alleged deficiencies for reasons 
discussed above, the remaining reference does not need to remedy such deficiency. Therefore, 
for reasons discussed in the previous action and above, this rejection is maintained. 

Conclusion 

No claims are allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
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however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Celine X. Qian Ph.D. whose telephone number is 571-272-0777. 
The examiner can normally be reached on 9:30-6:00 M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Remy Yucel Ph.D. can be reached on 571-272-0781. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



Celine X Qian Ph.D. 

Examiner 

Art Unit 1636 



